510(k) Summary

Submitter Info.rmation

Submitter: Hitachi Medical Systems America, Inc.
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Contact: Douglas J. Thistlethwaite
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Device Name

Classification Name: System, Imaging, Pulsed Doppler, Ultrasonic

Classification Number: 90-IYN

Trade/Proprietary Name: | HI VISION Ascendus Diagnostic Ultrasound Scanner

Predicate Device(s): HI VISION Preirus Diagnostic Ultrasound Scanner (K093466)

Device Intended Use

The Hi VISION Ascendus is intended for use by trained personnel (doctor, sonographer, etc.)
for the diagnostic ultrasound evaluation of Abdominal, Cardiac, Intra-operative, Fetal, Pediatric,
Small Organ, Peripheral vessel, Biopsy, Trans-rectal, Trans-vaginal, Musculoskeletal, Neonatal
Cephalic, Adult Cephalic, Endoscopy, intra-luminal, Gynecology, Urology and Laparoscopic
clinical applications.

The Modes of Operation of the HI VISION Ascendus are B mode, M mode, PW mode (Pulsed
Wave Doppler), CW mode (Continucus Wave Doppler), Color Doppler, Amplitude Doppler
(Color Flow Angiography), TDI (Tissue Doppler Imaging), 3D Imaging, 4D Imaging, Real Time
Tissue Elastography, and Real Time Virtual Sonography.

Device Description

Function
An ultrasound system consists of the following:

» Uitrasound transducer(s) to generate the transmitted ultrasound energy and detect the
reflected echoes

= A computer system to control the transducer and analyze the signals resulting from the
reflected echoes

¢ A video monitor with optional imagé recorder to display the computed image or derived
Doppler data

Scientific Concepts

An acoustic wave is a mechanical perturbation of a medium which passes through a given
medium at a fixed velocity. The rate at which the particles in the medium vibrate in the
disturbance is the frequency of the wave, and is measure as cycles/second, or hertz (Hz).
Frequencies above 20 kHz are not audible, and above this frequency, the acoustic energy is
known as ultrasound. For the purposes of medical ultrasound imaging, frequencies in the range
of 1-20 MHz are utilized.
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The ultrasound waves comprising a beam travel in as straight line in homogeneous media.
When an ultrasound wave reaches an interface between two media of different impedances, a
portion of the beam energy may pass through the boundary (transmission), and a portion may
be reflected. The direction of propagation of the transmitted beam is determined by the angle of
incidence of the incident beam upon the boundary, and differences (if any) in the speed of
sound in the two media. The direction of reflection is determined solely by the angle of incidence
upon the boundary. The relative strength of the reflected wave depends upon the differences in
the impedances between the two media. Reflection at a boundary between soft tissue and
bone, as an example, involves a large impedance difference, and results in a relatively strong
reflected echo. Reflection at a boundary between two soft tissue-types with a relatively small
impedance difference, on the other hand, results in a relatively weak reflected echo.

The ultrasound transducer, when operating in pulsed mode, periodically emits an ultrasound
burst at a predetermined rate described as the pulse repetition frequency (PRF). During the time
duration that the transducer is not transmitting ultrasound energy, it may act as a received for
the reflected ultrasound energy. Since the speed of propagation of ultrasound in tissues is
estimated as 1540m/sec, the time elapsed between transmission of a pulse and receipt of an
echo may be used to estimate the distance from the transducer to the tissue structure giving
rise to the reflected echo. The relative strength of the reflected eche can be used to determine
the brightness of display of the reflected echo or strength of derived Doppler signal.

Physical and Performance Characteristics

The principle of operation of ultrasound imaging involves generation of an ultrascund wave with
an electric signal applied to a transducer, direction of the resulting ultrasound wave into the
tissue of the body, and reception and analysis of the echoes reflected back to the same or an
adjacent transducer from the various tissues along the path of the ultrasound wave.

Device Technological Characteristics

The technological characteristics of this device are identical to the primary predicate device. The
control and image processing hardware and the base elements of the system software are
identical to the predicate device. See Section 4 — Predicate Device Comparison.

Conclusions

It is the opinion of Hitachi Medical Systems America, Inc. that HI VISION Ascendus Diagnostic
Ultrasound Scanner is substantially equivalent to the predicate devices. In addition, we have
concluded that the subject system is substantially equivalent with respect to safety,
effectiveness, and functionality to the HI VISION Preirus Diagnostic Ultrasound Scanner
{(K093466)

Attachment

ATTACHMENT POSITION

Declaration of Conformity with Design Controls 1
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Mr. Doug Thistlethwatie

Manager, Regulatory Affairs

Fitacht Medical Svsiems America, Enc. QER ] ? 23]
1959 Summit Commerce Park et
TWINSBURG OF 44087

Re: KIH0673
Trade/Device Name: HI VISION Ascendus Diagnostic Ultrasound Scanner
Regulation Number: 2t CFR 892.1530
Regulation Name: Ulwasonic pulsed doppler imaging svstem
Regulatory Clags: [1
Product Code: TYN, [YO, and I'TX
Dated: August 29,2011
Received: August 31, 2011

Dear Mr. Thistlethwaite:

We have reviewed vour Section 310(k) premarket notification of intent to marke

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

A_\

v

1 the device

referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstaie
commerce prior to May 28, 1970, the enactment-date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions ol the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general conirols provisions of the Act include requirements for annual
“registration, listing of devices, good manulacturing practice, labeling, and prohibitions against

misbranding and adulteration.

This determination of substantial equivalence applics to the following transducers iniended for usc
with the HE VISION Ascendus Diagnostic Ultrasound Scanner, as described in vour premarket

notilication;

Transducer Model Number

EUP-B512 EUP-CV524
EUP-B314 EUB-CV714
EUP-B715 EUP-CV724
CUP-C311 EUP-LES32E
EUP-C514 EUP-ES32M
EUP-C524 EUP-F334
EUP-C332 EUP-F351
EUP-C713 EUP-1.52

EUP-CC33| EUP-1.53

EUP-L33L
EUP-LG65
EUP-L73S
EUP-L74M
EUP-L76
EUP-LV74
EUP-033T
EUP-O34)



EUP-Q7527 EUP-552 EUP-V33W

EUP-OL352 EUP-S70° EUP-VV33]
UP-RI4AW-19.-33 EUP-872 EUP-VV7II
EUP-830A EUP-US33

17 vour device s classilied (see above) into cither class 11 (Special Controls) or class T (PMA), it
may be subject to such additional controls. LExisting major regulations allecting vour device can be
tound in the Code of Federal Regulations, Tule 21, Parts 800 to §95. In addition, FDA may publish
further announcements concerning vour device in the Federal Reaister.

Please be advised that DA s issuance ol a substantial eguivalence determination docs not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
FFederal statuies and recutations administered by other Federal agencies. You must comply with all
the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CER Part 861); good manulucturing practice requircments as set forth in the quality
svstems (QS) regulation (21 CFR Part 820); and it applicable, the electronic product radiation conwol
provisions (Sections 331-342 ot the Act); 21 CFR 1000-1030.

This letter will allow vou to begin marketing vour device as desceribed in vour premarket notification.
The FDA finding ol substantial equivalence of vour device to a legally marketed predicate device
results v a classification for vour device and thus permits vour device to proceed o market.

If you desire specilic advice for vour device on our labeling regulation (21 CFR Part 801, please go
to http://wavw. (da.pov/About FDA/CentersOltices/CORM/CDRIMOices/ucm |1 5809 hun lor the
Center tor Devices and Radiological FHealih’s (CORH’s) Oftice of Compliance. Also, please note
the regulation entitled, “"Misbranding by reference to premarket notitication” (21CFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go 1o http://www. [da. gov/MedicalDevices/Safetv/ReportaProblem/default.hun for the
CDRH’s Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

[f vou have any questions regarding the content ol this letter, please contact Lauren Hefner at (301)
796-6881.

Sincercly Yours,

/
D P, S SRS
Mary S. Pasiel, Sc.DD.
Direclor

Division of Radiological Devices

Office of tn Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known): \<\\D(@7 3
Device Name: HI VISION Ascendus Diagnostic Ultrasound Scanner
Indications For Use:

The HI VISION Ascendus is intended for use by trained personnel {doctor, sonographer, etc.) for the diagnostic
ultrasound evaluation of Abdominal, Cardiac, Infra-operative, Fetal, Pediatric, Small Organ, Peripheral vessel, Biopsy,
Trans-rectal, Trans-vaginal, Musculoskeletal, Neonatal Cephalic, Adult Cephalic, Endoscopy, Intra-luminal,
Gynecology, Urology and Laparoscopic clinical applications.

The Modes of Operation of the HI VISION Ascendus are B mode, M mode, PW mode (Pulsed Wave Doppler},
CW mode (Continuous Wave Dappler), Color Dappler, Amplitude Doppler (Color Flow Angiography),

TDI (Tissue Doppler Imaging), 3D Imaging, 4D Imaging, Real Time Tissue Elastography, and

Real Time Virtual Sonography.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED) ~

Concurrence of CORH, Office of Device Evaluation (ODE)

" e s277

B (I;i/sion Sign-O)
_Drwsiqn f Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

s A1 0C 2
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System:

DIAGNOSTIC ULTRASOQUND INDICATIONS FOR USE FORM
HI VISION Ascendus

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation
General Specific B M ([PWD|CWD Color Combined* |  Other**
{Track I only) (Tracks I & III) Doppler (Spec.) (Spec.).
Ophthalmic [Ophthalmic
Fetal P P P P P P P
Abdominal Pa Pa Pa Pa Pa Pa Pa
Inira-operative (Spec.} Pb Pb Pb Pb Pb Pb
Intra-operative (Neuro.)
Laparoscopic P P P P P P
Pediatric p P P P P P P
Small Organ (Spec.) Pd | Pd | Pd Pd Pd Pd
Neonatal Cephalic P P P P P P
Fetal Imaging JAdult Cephalic P P P P P P P
& Other {Trans-rectal Ph Ph Ph Ph Ph Ph
Trans-vaginal Pf Pf. Pf Pf P{ P{
Trans-urethral
Trans-esoph. {non-Card.
Musculo-skel. (Convent.) P P P P P P
Musculo-skel. (Superfic.) | P P P P P P
Intra-luminal
Other {(spec.}
. Cardiac Adult P P P P P P P
Cardiac Cirdiac Pediatric P P ) P P P P
Trans-esophageal {card.) | Pg Pg Pg P Pg Pg Pg
Other (spec.)
Pertpheral |Peripheral vessel P P P P P P P
Vessel Other (spec.) )
N = new indication. P = previously cleared in K093466

*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), Tissue Doppler Imaging, 3D Imaging, 4D Imaging,
Real Time Tissue Elastography, Real Time Virtual Sonography

Additional Comments:

Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

~ Subscript "a™

{including amniocentesis).

Subscript "b™

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic praceduresy.

Subscript "c"

Includes thyroid, parathyroid, breast, serotum, penis.

Subscript "d™

Includes thyroid, parathyreid, breast, scrotum, penis and imaging for guidance of biopsy.

Subseript "e™

Includes imaging for guidance of transrectal biopsy.

Subscript "f':

Includes imaging for guidance of transvaginal biopsy.

Subscript "g"

For pediatric patients.

Subscript "h":

PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANQTHER PAGE IF NEEDED

Includes imaging for guidance of transrectal biopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: }Z\ HO 17

Prescription Use (Per 21 CFR 801.109)



System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Ascendus

EUP-B512

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Operation

General
(Track I only)

Specific
(Tracks I & III)

B

M

PWD

CWD

Color
Doppler

Combined*
(Spec.)

Other**
(Spec.)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

P

P

Abdominal

Ta

Pa

Pa

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ {Spec.)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other {(spec.)

Card‘iac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.}

Peripheral
Vessel

Peripheral vessel

Other (spec.)

-N = new indication. P = previously cleared

in K093466

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Virtual Sonography

Additional Comments: ‘
Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

Subscript "a™

{including amniocentesis}.

Subscript "b":

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "¢™

Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d":

Includes thyroid, parathyroid, breast, serotum, penis and imaging for guidance of biopsy.

Subscript "e"

Includes imaging for guidance of transrectal biopsy.

Subscript "

Includes imaging for guidance of transvaginal biopsy.

Subscript "g":

For pediatric patients.

Subscript "h":

Includes imaging for guidance of transrectal biopsy.

[PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE TF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

S

Divisign Sign-Of

Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: F\ W\ 6(.7] g

Prescription Use (Per 21 CFR 801.109)




System:
Transducer:

Intended use! Diagnostic ultrasound imag

DIAGNOSTIC GLTRASOUND INDICATIONS FOR USE FORM

HI VISION Ascendus

EUP-B514

ing or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M | PWD{CWD Color Combined* Other*™
(Track 1 only} (Tracks I & III) Doppler {Spec.} (Spec.)
Ophthalmic JOphthalmic
Fetal P P P P P p P
Abdominal Pa Pa Pa Pa Pa Pa Pa

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Fetal Imaging JAdult Cephalic

& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.)

Peripheral [Peripheral vessel

Vessel Other {spec.)

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 8D Imaging, Real Time Virtual Sonography

Additional Comments:
Subscript "a": . Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

Subseript "b" Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and Iaparoscopic procedures}.

Subscript "¢": _Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e™  Includes imaging for guidance of transrectal biopsy.

Subscript "f":  Includes imaging for guidance of transvaginal biopsy.

Subscript "g"  For pediatric patients.

Subscript "h*: Includes imaging for guidance of transrectal biopsy. .
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510{k) Number: H \\. 0(073

*

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-B715

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M |PWD| CWD Color Combined* | Other**
{Track I only) (Tracks I & IIT) Doppler (Spec.) (Spec.)
Ophthalmic |Ophthalmic
Fetal P P P P P P P
Abdominal Pa Pa Pa Pa Pa Pa Pa

Intra-operative (Spec.)
Intra-operative (Neuro.)
Laparoscopic
"[Pediatric
Small Organ (Spec.)
Neonatal Cephalic
Fetal Imaging JAdult Cephalic

& Other  |Trans-rectal
Trans-vaginal
|Trans-urethral
Trans-esoph. {non-Card.}
Musculo-skel. (Convent.)
Musculo'skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac  {Cardiac Pediatric
Trans-esophageal {card.)
Other (spec.)

Peripheral [Peripheral vessel

Vessel Other {spec.) ]

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
** Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Virtual Sonography

Additional Comments:
Subscript "a":  Includes imaging for gnidance of pereutaneous biopsy of abdominal organs and structures
{including amniocentesis).
Subscript "b"  Includes imaging of organs and structures exposed during surgery
{excluding neurosurgery and laparoscopic procedures).
Subscript "¢”  Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d"*  Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e™ Includes imaging for puidance of transrectal biopsy.
Subscript "' Includes imaging for guidance of transvaginal biopsy.
Subscript "g"  For pediatric patients.
Subscript "h"'  Includes imaging for guidance of transrectal biopsy.
PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDKT
Concurrence of CDRH, Office of Device Evaluation (ODE) -

%S/%a

{Divisjbn Sign-Of
Division of Reprodiictive, Abdominal, ENT,
_ and Radiological Devices

510(k) Number: }A \ \ D(_c']3

Prescription Use (Per 21 CFR 801.109)



System:
Transducer:

Intended use: Diagnostic ultrasound imag

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Ascendus

EUP-C511

ring or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Operation

General
(Track I only)

Specific
(Tracks I & III}

B

M

PWD

CWD

Color
Doppler

Combined™
{Spec.)

Other**
{Spec.)

Ophthalmic

Ophthalmie

Fetal

P

P

Fetal Imaging
& Other

Abdominal

Pa

Pa

Pa

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Adult Cephalic-

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic)

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other {spec.)

Peripheral
Vessel

Peripheral vessel

-

P

Other (spec.)

N = new indica

tion. P = previously cleared

in K093466

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler {Color Flow Angiography), 3D Imaging, Real Time Virtual Sonography

Additional Comments:
Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

Subsecript "a":

(including amniocentesis).

Subscript "b™

Includes imaging of organs and structures exposed during surgery

{excluding neurcsurgery and laparoscopic procedures).

Subscript "¢":

Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d":

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopasy.

Subscript "e™

Includes imaging for guidance of transrectal biopsy.

Subscript "f":

Includes imaging for guidance of transvaginal biopsy.

Subscript "g":

For pediatric patients.

Subscript "h"! _Includes imaging for guidance of transrectal biopsy.
(PLEASE DO NOT WRITE BELOW TRIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (QDE)

Division of Repro
and Radiological Devices

510(k) Number: "I\ \ \ O L07’7\

Prescription Use (Per 21 CFR 801.109)




DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-C514

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows!

Chinical Application . Mode of Operation :
General . Specific B M {PWD|CWD Color Combined* | Other**
(Track I only) (Tracks I & III} Doppler (Spec.) (Spec.)
Ophthalmie |Ophthalmic
Fetal P P P P P P
Abdominal Pa Pa Pa Pa Pa Pa

Intra-operative {Spec.)

Intra-operative {Neuro.)

Laparoscopic
Pediatric P P P P P P
Small Organ {Spec.) Pd | Pd | Pd Pd Pd Pd

Neonatal Cephalic

Fetal Imaging |Adult Cephalic

& Other |Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph, {non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.}

Peripheral [Peripheral vessel

Vessel Other (spec.)

N = new indication. P = previously cleared in K093466
*(Combination of each operating mode, B, M, PWD and Color Dappler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Virtual Sonography

Additional Comments:
Subscript "a"”  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

{including amniocentesis).

Subscript "b"  Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures}.

Subscript "¢™  Includes thyroid, parathyroid, breast, scrofum, penis.

Subscript "d". Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e*:  Includes imaging for guidance of transrectal biopsy.

Subscript " Includes imaging for guidance of transvaginal biopsy.

Subscript "g":  For pediatric patients.

Subscript "h™  Includes imaging for guidance of transrectal biopsy.
ZPLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE TF- NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Divisign Sign-Of

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: Il\\\ QLO—] ’7\

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-C524

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M | PWD| CWD Color Combined* Other**
(Track 1 only) (Tracks 1 & I Doppler (Spec.) {Spec)
Ophthalmic |Ophthalmic
Fetal P P P P P P
Abdominal P P P P P P

Intra-operative (Spec.)
Intra-operative (Neuro.)

Laparoscopic

Pediatric P P P P P P
Small Organ (Spec.) Pc Pc Pc Pc Pe Pc
Neonatal Cephalic :

Fetal Imaging JAdult Cephalic

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other {spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal (card.)
Other {(spec.)

Peripheral |Peripheral vessel

Vessel Other (spec.)

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging

Additional Comments:
Subscript "a"  Includes imaging for guidance of percutaneous biopsy of abdeminal organs and structures
{including amniocentesis).
Subsecript "b": Includes imaging of organs and structures exposed during surgery
{excluding neurosurgery and laparoseopic procedures)
Subscript "¢ Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e”: Includes imaging for guidance of transrectal biopsy.
Subscript "f' _ Includes imaging for guidance of transvaginal biopsy.
Subscript "g"  For pediatric patients.
Subscript "h""  Includes imaging for guidance of transrectal biopsy.
PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE O2 OTHER PAGE IF NEEDED
Concurrence of CDRH, Office of Device Evaluatlon (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

51000 Number: JA 1L OV

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer:  EUP-C532

" Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Climical Application Mode of Operation
General Specific B M {PWD]|CWD Color Combined* | Other**
{Track I only) (Tracks I & I} - Doppler (Spec.) (Spec.)
Ophthalmic [Ophthalmic .

Fetal
Abdominal Pa Pa Pa |- Pa Pa Pa
Intra-operative {Spec.) Pb | Pb Pb Pb Pb Ph
Intra-operative (Neuro.)
Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) Pd Pd Pd Pd Pd Pd
Neonatal Cephalic P P P P P P

Fetal Imaging JAdult Cephalic
& Other  |Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. {non-Card.}
Musculo-skel. {Convent.}
Musculo-skel. {(Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatne
Trans-esophageal {card.)
Other (spec.)
. Peripheral |Peripheral vessel P P P P P P
Vessel Other (spec.)
N = new indication. P = previgusly cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,
Real Time Virtual Sonography

Additional Comments:
Subscript "a" Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
{including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).
Subscript "¢"  Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d” Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e"  Includes imaging for guidance of transrectal biopsy.
Subscript "' Includes imaging for guidance of transvaginal biopsy.
Subscript "g":  For pediatric patients.
Subscript "h™'  Includes imaging for g

idance of transrectal biopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE}

Division of Reproduftive, Abdominal, ENT,
and Radiological Devices

510k} Number: V\ \\ 0L

Prescription Use (Per 21 CFR 801.109)



System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
HI VISTON Ascendus

EUP-C715

Intended use! Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application

Maode of Operation

General
{Track I only}

B M |PWD Other**

(Spec.)

CwD Color Combined*
Doppler {Spec.)

Specific
(Tracks 1 & III}

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal P P

Abdominal Pa. Pa Pa

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.) A

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph, (non-Card.)

Musculo-skel. {(Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other {(spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Other (spec.}

N = new indica

tion. P = previously cleared

in K093466

*Combinaticn of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Virtual Sonography

Additional Comments:

Subscript "a":

Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

{including amniocentesis).

Subscript "b"

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript """

Includes thyroid, parathyroid, breast, scrotum, penis.

Subseript "d":

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e":

Includes imaging for guidance of transrectal biopsy.

Subscript "f*:

Includes imaging for guidance of transvaginal biopsy.

Subscript "g"

For pediatric patients.

Subscript "h": Includes imaging for guidance of transrectal biopsy.
ZPLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Coneurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproduétive, Abdominal, ENT,
and Radiological Devices

510(k) Number: .'A \\ 0 (9'7’3_\’_

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-CC531

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M | PWD|[CWD Color Combined* Other**
{Track T only) (Tracks I & III} Doppler (Spec.) {Spec.)
Ophthalmic |Ophthalmiec
Fetal P P P P P P
Abdominal

Intra-operative (Spec.)
Intra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.)
Neonatal Cephalic
Fetal Imaging [Adult Cephalic
& Other  JTrans-rectal Pe Pe Pe Pe Pe Pe
Trans-vaginal Pf Pf Pf Pf Pf Pf
Trans-urethral
Trans-esoph. tnon-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal {card.)
Other (spec.)
Peripheral [Peripheral vessel
Vessel Other (spec.)
N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
** Amplitude Doppler (Color Flow Angiography), 8D Imaging, Real Time Tissue Elastography,
Real Time Virtual Sonography .

Additional Comments:

Subscript "a"  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis),

Subscript "b"  Includes imaging of organs and structures exposed during surgery
{excluding neurosurgery and laparoscopic procedures),

Subscript "¢"  Includes thyroid, parathyroid, breast, scrotum, penis.

Subseript "d" _Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e":  Includes imaging for guidance of transrectal biopay.

Subscript " Includes imaging for guidance of transvaginal biopsy.

Subseript "g".  For pediatric patients. .

Subscript "h":  Includes imaging for guidance of transrectal bio

Division of Reproddctive, Abdommal, ENT,
and Radiological Devices

510(k) Number: Vﬁ 1\ ()(0'7’3)

Prcscription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-CV524

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General . Specific B M | PWD | CWD Color Combined* Other*
(Track I only) {Tracks I & I1I) Doppler {Spec.) (Spec.)
Ophthalmic [Ophthalmic
Fetal P P P P P P
Abdominal P P P P P P

Tntra-operative (Spec.)
Intra-operative (Neuro.)

Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) P P P P P P

Neonatal Cephalic
Fetal Imaging JAdult Cephalic
& Other |Trans-rectal

Trans-vaginal
Trans-urethral
ITransesoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal (card.)
Other (spec.)
Peripheral |Peripheral vessel

Vessel Other (spec.)
N = new indication. P = previously cleared in K093466
*(Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler {Color Flow Angiography), 3D Imaging, 4D Imaging

Additional Comments:
Subscript "a":  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis).
Subscript "b"!  Includes imaging of organs and structures exposed during surgery
(excluding neurpsurgery and laparoscopic procedures).
Subscript "¢"’  Includes thyroid, parathyroid, breast, scrotum, penis. :
Subscript "d". Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e"'  Includes imaging for guidance of transrectal biopsy.
Subseript "f"*  Includes imaging for guidance of transvaginal biopsy.
Subscript "g":  For pediatric patients.
Subseript "h":  Includes imaging for guidance of transrectal bicpsy.

PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE JF NEEDED

Division of Reproductive, Abdominal, ENT,
and Radioclogical Devices

510(k) Number: \}-\ VA OGN ,3)

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-CV714

Intended use’ Diagnostic ultrascund imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M |PWD|CWD Color Combined* | Other**
{Track I only) {Tracks I & III) Doppler (Spec.) {Spec.)
Ophthalmic [|Ophthalmic - ‘
Fetal P P P P P P
Abdominal P P P P P P

Intra-operative (Spec.)
Intra-operative (Neuro.)

Laparoscopic
Pediatric P P p P P P
Small Organ (Spec.) P P P P P P

Neonatal Cephalic
Fetal Imaging [Adult-Cephalic
& Other |Trans-recial
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.}
Musculo-skel. {Convent.}
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal (card.)
Other (spec.)
Peripheral |Peripheral vessel
Vessel Other (spec.) ‘
N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler {Color Flow Angiography), 3D Imaging, 4D Imaging

Additional Comments

Subseript "a":  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis).

Subseript "b":  Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).

Subseript "¢":  Includes thyroid, parathyroid, breast, scrotum, penis.

Subseript "d" _Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subseript "e"! Includes imaging for guidance of transrectal biopsy.

Subscript "f'T Includes imaging for guidance of transvaginal biopsy.

Subscript "g"'  For pediatric patients.

Subscript "h".  Includes imaging for guidance of transrectal biopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reprodictive, Abdominal, ENT,
and Radiological Devices

510{(k) Number: V\ VWO (s 1 D

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-CV724

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows!

Ciinical Application Mode of Operation
General Specific B M [PWD}|CWD Color Combined* | Other**
(Track I only) (Tracks I & III} - Doppler (Spae.) (Spec.)
Ophthalmic |Ophthalmic
Fetal P P P P P P
Abdominal P P P P P P

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) P P P P P P

Neonatal Cephalic

Fetal Imaging {Adult Cephalic

& Other  [Trans-rectal

Trans-vaginal

Trans-urethral

ITrans-esoph. (non-Card.)

Musculo-skel. {Convent.)

Musculo-skel, (Superfic.)

Intra-luminal

Other {(spec.)

Cardiac Adult

Cardiac Cardiac Pediatrc

Trans-esophageal (card.)

Other (spec.)

Peripheral [Peripheral vessel

Vessel Other (spec.)

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler {Celor Flow Angiography}, 3D Tmaging, 4D Imaging

Additional Comments: :
Subscript "a”. Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

{including amniocentesis).

‘Subscript "b™ Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "¢"* Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d”: _Includes thyroid, parathyroid, breast, serotum, penis and imaging for guidance of biopsy.

Subscript "e"! Includes imaging for guidance of transrectal biopsy.

Subscript "f':  Includes imaging for guidance of transvaginal biopsy.

Subscript "g": For pediatric patients.

Subscript "h": _Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: V\ WO LN /1)

Prescription Use (Per 21 CFR 801.169)



System:
Transducer:

Intended use! Diagnostic ultrasound imag

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Ascendus

EUP-ES52E

ing or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Operation

General
(Track I only)

Specific
(Tracks I & IID)

B

M

PWD

CWD

Color
Doppler

Combined*
{Spec.)

Other**
(Spec.)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

[Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.}

Musculo-skel, {(Convent.)

Musculo-skel. {Superfic.)

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card)

" [Other (spec)

Peripheral
Vessel

Peripheral vessel

Other (spec.)

N = new indication. P = previously cleared

in K093466

*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.

#*Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler imaging

Additional Comments:
Includes imaging for guidance of percutaneous bicpsy of abdominal organs and structures

Subscript "a™

(including amniocentesis). .

Subscript "b™

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "e™

Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d"™

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for gnidance of biopsy.

Subscript "e"

Includes imaging for guidance of transrectal biopsy.

Subscript "f"

Includes imaging for guidance of transvaginal biopsy.

Subscript "g":

For pediatric patients.

Subscript "h'™

Includes imaging for guidance of transrectal biopsy.

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE}

DN, S /2LT

{Divisioy/ Sign-Off}

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: V’\ WO LD

Prescription Use (Per 21 CFR 801.109)




DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer:  EUP-ESH2M

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M | PWD|CWD Color Combined* Other**
(Track I only) (Tracks I & IID) Doppler {Spec.) (Spec.)
Ophthalmic |Ophthalmic
Fetal
Abdominal

Intra-operative {Spec.}

Intra-operative {Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Fetal Imaging JAdult Cephalic

& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (card.) P P p P P P P

Other (spec.)

Peripheral [Peripheral vessel

Vessel Other (spec.)

N = new indication. P = previously cleared in K(93466
*Combination of each operating mede, B, M, PWD, CWD and Color Doppler.
#*Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler imaging

Additional Comments:
Subscript "a" _Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

{(including amniocentesis).

Subscript "b": _Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures),

Subseript "e".  Includes thyzroid, parathyroid, breast, scrotum, penis.

Subscript "d": _Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": Includes imaging for guidance of transrectal biopsy.

Subscript "f'! Tncludes imaging for guidance of transvaginal biopsy.

Subscript "g". For pediatric patients.

Subscript "h": _Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation {ODE)

Division of Reprodfictive, Abdominal, ENT,
and Radiological Devices

510¢k) Number: \l\ LD (0 2)

s

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer:  EUP-F334

Intended use! Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation

General Specific B M | PWD|CWD Color Combined® | Other**
{Track I only) (Tracks I & IID) Doppler {Spec.) {Spec.)

Ophthalmic JOphthalmic

Fetal

Abdominal

Intra-operative (Spec.) Pb Pb | Pb Pb Ph Pb

Inira-operative (Neuro.)

Laparoscoplc

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

| ¥

Fetal Imaging JAdult Cephalic

& Other Trans-rectal

|| [
|l (e
ol |Ee
| ||l
| ||

roj+d

Trans-vaginal

Trans-urethrai

Trans-esoph. (non-Card.)

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other {spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.) -

Perripherai Peripheral vessel P P P P P P

Vessel Other (spec.}

N = new indication. P = previcusly cleared in K093466
*(Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a":  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

{including amniceentesis).

Subscript "b"  Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic progedures).

Subscript "¢" Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d"_ Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy. -

Subscript "e"'  Includes imaging for guidance of transrectal biopsy.

Subscript "f""  Includes imaging for guidance of transvaginal biopsy.

Subscript "g"  For pediatric patients.

Subscript "h**  Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

D feo
~ (Divisigh Sign-0O
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510&1{) Number: l}'\ \ { 0 (. '_\ /j)

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer:  EUP-F531 . !

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M |PWD]|CWD Color Combined* |  Other**
{Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
Ophthalmic [Ophthalmic
Fetal
Abdominal P P P - p P P
Intra-operative (Spec.) Pb Pb Pb Fb Pb -Pb
Intra-operative (Neuro.) :
Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) Pc Pc Pc Pc Pe Pc
Neonatal Cephalic P P P P P P
Fetal Imaging [Adult Cephalic
& Other |Trans-rectal P P P P P P
Trans-vaginal P P P P P P

Trans-urethral

Trans-esoph. (non-Card)

Musculo-skel. {Convent.)

Musculo-skel, {(Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (card.}

Other {spec.) .
Peripheral |Peripheral vessel P P P - P P P

Vessel Other (spec.)

N = new indication. P = previously cleared in K093466

*Combination of each operating mode, B, M, PWD and Color Doppler.

**Amplitude Doppler (Color Flow Angiography), 3D Imaging

Additional Comments:

Subseript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis).

Subscript "b": _Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).

Subseript "¢" _Tncludes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e”: _Includes imaging for guidance of transrectal biopsy.

Subscript "f"Includes imaging for guidance of transvaginal biopsy.

Subscript "g": For pediatric patients.

Subscript "h":  Includes imaging for guidance of transrectal biopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

fatf

(Divisigh Sign-Off) 7
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: ]}_\ 1o D) ’j)

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOQUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer:  EBUP-L52

Intended use’ Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M | PWD: CWD Color Combined* | Other**
(Track [ only) (Tracks 1 & I1I) Doppler (Spec.) (Spec.)
Ophthalmic |Ophthalmic
Fetal
Abdominal Pa Pa Pa Pa Pa Pa

Intra-operative (Spec.)
Intra-operative (Neuro.)

Laparoscopic
Pediatric P P .| P P P P
Small Organ (Spec.) Pd Pd | Pd Pd Pd - Pd

Neonatal Cephalic
Fetal Imaging {Adult Cephalic
& Other |Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. {non-Card.)
Musculo-skel. (Convent.) P P P P P P
Musculo-skel. (Superfic.)
Intra-luminal
Other {spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal {card.)
Other (spec.)
Peripheral [Peripheral vessel P P P P P P

Vessel Other {spec.)
N = new indication. P = previously cleared in X053466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler {(Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:

Subscript "a™  Includes imaging for guidance of percutanecus biopsy of abdominal organs and structures
(including amniocentesis).

Subscript "b".  Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures)

Subscript "¢"  Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d"  Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guldance of biopsy.

Subscript "e™  Includes imaging for guidance of transrectal biopsy.

Subscript "f°  Includes imaging for guidance of transvaginal biopsy.

Subscript "g™  For pediatric patients.

Subscript "h": Includes imaging for guidance of transrectal biopsy.

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: )A P\ ¢ (PRI ’

Prescription Use (Per 21 CFR 801.109)



System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Ascendus

EUP-L53

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinica! Application

Mode of Operation

General
{Track I only)

Specific
(Tracks I & III}

B

M

PWD

CWD

Color
Doppler

Combined*
(Spec.)

Other**
(Spec.)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Pa

Pa

Pa

Pa

Pa

Intra-operative {(Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Card.)

Musculo-skel. (Convent.)

Musculo*skel. {Superfic.)

Intra-luminal

Other {spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.}

Peripheral
Vessel

Peripheral vessel

P

P

Other (spec.)

N = new indication. P = previously cleared

Additional Comments:
Includes imaging for guidance of percutanecus biopsy of abdominal organs and structures

Subscript "a":

in K093466
*Combination of each operating mede, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

{including amniocentesis).

Subscript "b":

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "e"

Includes thyroid, parathyroid, breast, scrotum, penis,

Subscript "d":

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e':

Includes imaging for guidance of transrectal biopsy.

Subscript "

Includes imaging for guidance of transvaginal biopsy.

Subscript "g"

For pediatric patients.

Subscript "h"

Includes imaging for guidance of transrectal biopsy.

(PLEASE DQ NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Numbaer: P\ \ \ 0 bquﬁ

Prescription Use {Per 21 CFR 801.109)




System!
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
HI VISION Ascendus '

EUP-L53L

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Fetal Imaging
& Other

Clinical Application Mode of Operation
General Specific B M [PWD]|CWD Color Combined® | Other**
(Track I only} (Tracks [ & I10) Dappler (Spec.) (8pec.)
Ophthalmic |Ophthaimie
Fetal
Abdominal P P P P P P

Intra-operative (Spec.)

Tntra-operative (Neura.)

Laparoscopic

Pediatrie P P P P P i P
Small Organ (Spec.) Pc Pc Pc Pc Pc Pe
Neonatal Cephalic

Adult Cephalic

{Trans-vaginal

Trans-rectal

Trans-urethral

Trans-csoph. (non Card.)

Musculo-skel. (Convent.) P P P P P P

Musculo-skel. {Superfic.) P P P P P P

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal {card.)

Other (spec.)

Peripheral
Vessel

Peripheral vessel P P P P P p

Other {(spec.)

N = new indication. P = previously cleared in K093466
*(ombination of each operating mode, B, M, PWD and Color Doppler. .
** Amplitude Doppler (Color Flow Angmgraphy) 3D Imaging, Real Time Tissue Elastography

Additional Comments:

Subscript "a

. Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

Gincluding amniocentesis).

Subscript "b":

Tncludes imaging of organs and structures exposed during surgery

(excluding neurpsurgery and laparoscopic procedures).

Subscript "¢

Includes thyroid, parathyroid, breast, scrotum, pems

_ Subscript "d":

Tncludes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e"

Includes imaging for guidance of transrectal biopsy.

Subscript "f":

Includes imaging for guidance of transvaginal biopsy.

n_n

Subscript "g":

For pediatric pat1ents

Subsecript "h":

PLEASE DO NOT WRITE BELOW THIS LINE- CONTIN'UE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation {ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510{k) Number: V—\ Y\ D Lo’] 3

Prescription Use (Per 21 CFR 801.109)




DTAGNOSTIC ULTRASQOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer:  EUP-L54MA

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Climical Application Mode of Operation
General Specific B M |PWD|CWD Color Combined* | Other**
{Track I only) (Tracks I & III) Doppler " {Spec.) (Spec.)
Ophthalmic }Ophthalmic
Fetal
Abdominal Pa Pa Pa Pa Pa Pa

Intra-operative (Spec.)
Intra-operative (Neuro.)

Laparoscopic
Pediatric P P P P P P
Small Qrgan (Spec.) Pd | Pd | Pd Pd Pd Pd

Neonatal Cephalic
Fetal Imaging |Adult Cephalic

& Other  {Trans-rectal
Trans-vaginal
Trans-urethral
ITransesoph. (non-Card.) )
Musculo-skel. (Convent.) | P P P P P P
Musculo-skel. {Superfic.) P P P P P P
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal (card.)
Other (spec.}

Peripheral |Peripheral vessel P p P P P P

Vessel Other (spec.)

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:

Subseript "a": _Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis).

Subscript "b"! Includes imaging of organs and structures exposed during surgery
{excluding neurosurgery and laparoscopic procedures).

Subscript "¢"_Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d"" Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": _Includes imaging for guidance of transréctal biopsy.

Subscript "f"' _Includes imaging for guidance of transvaginal biopsy.

Subscript "g"  For pediatric patients,

Subscript "h" Includes imaging for guidance of transrectal biopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reprodfictive, Abdominal, ENT,
and Radioclogical Devices

5100k} Number: ,‘« L\ Db’j’b

Prescription Use {(Per 21 CFR 801.109)



System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
HI VISION Ascendus

EUP-L65

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Operation

General
{(Track I only)

M Other**

{Spec.)

PWD | CWD Color Combined*

Doppler (Spec.)

Specific B
(Tracks I & IID)

Ophthalmic

Ophthalmic

& Other

Fetal

Abdominal

Intra-operative {(Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric P P P P P P

Small Organ (Spec.)

Neonatal Cephalic

Fetal Imaging

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Card.)

Musculo-skel. (Convent.) P P P P P . P

Musculo-skel (Superfic) | P P P P P P

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.) \

Peripheral
Vessel

Peripheral vessel P P P P P P

Other {spec.)

N

= new indication. P = previously cleared in K093466

*(Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Deppler {Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,
Real Time Virtual Sonography

Additional Comments:

Subscript "a":

Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

Subscript "b":

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "¢

Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d":

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e

Includes imaging for guidance of transrectal biopsy.

Subscript "f*:

Includes imaging for guidance of transvaginal b1opsy

Subscript "g":

For pediatric patients.

Subscript "h"

PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED

Includes imaging for guidance of transrectal biopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT;
and Radiological Devices

510(k) Number: ]‘J\ \\ &) qu ’b

Prescription Use (Per 21 CFR 801.10%)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
HI VISION Ascendus
EUP-1.735

System!:
Transducer:

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Operation

General
(Track I only)

Specific
(Tracks I & II1}

B

M

PWD

CWD

Color
Doppler

Combined*
(Spec.)

Other**
{Spec.)

Ophthalmic

Ophthalmic

Fetal
Abdominal Pa Pa Pa Pa Pa Pa
Intra-operative (Spec.)
Intra-operative (Neuro.}
Laparoscopic
Pediatric P P P P P P
Small Organ (Spec.) Pd Pd Pd Pd Pd Pd
Neonatal Cephalic
Fetal Imaging [Adult Cephalic

& Other  [Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.} | P P P P P P
Musculo-skel. (Superfic.) P P P P P P
Intra-luminal :
Other (spec.)
Cardiac Adult
Cardiac Pediatric
Trans-esophageal {card.)
Other {spec.)

Peripheral [Peripheral vessel P P P - P P P

Vessel Other {spec.) ,

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,

Real Time Virtual Sonography

Cardiac

Additional Comments:

Subscript "a™ Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis).

Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).

Includes thyroid, parathyroid, breast, scrotum, penis.

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Includes imaging for guidance of transrectal biopsy.

Includes imaging for guidance of transvaginal biopsy.

Subscript."g™ For pediatric patients. :

Subscript "h": _Includes imaging for guidance of transrectal biopsy.

Concurrence of CDRH, Ofﬁce of Device Evaluation (ODE)

Subscript "b™

Subscript "¢”

Subscript "d":
Subscript "e™
Subscript "

Division of Reprodictive, Abdominal, ENT,
and Radiological Devices

51000 Number:  F\ WO ™S

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-L74M

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M | PWD | CWD Color Combined* Other**
{Track I only) {Tracks I & III} Doppler (Spec.) {Spec.)
Ophthalmic [Ophthalmic
Fetal 5
Abdominal Pa Pa Pa Pa Pa Pa

Tntra-operative (Spec.)

AIntra-operative (Neuro.}

Laparoscopic’
Pediatric P P P P P P
Small Organ (Spec.) Pd Pd Pd Pd Pd - Pd

Neonatal Cephalic

Fetal Imaging [Adult Cephalic

& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.} P B P P P P

Musculo-skel. (Superfic.) P P P P P P

Intra-luminal

Other (spec.}

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (card.)

. Other {spec.)
Peripheral [Peripheral vessel P P P P P P
Vessel Other (spec.) P

N = new indication. P = previously cleared in K093466

*(Combination of each operating mode, B, M, PWD and Color Doppler.

** Amplitude Doppler (Color Flow Angmgraphy) 3D Imaging, Real Time Tlssue Elastography,
Real Time Virtual Sonography

Additional Comments:
Subscript "a":  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

including amniocentesis).

Subscript "b":  Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures)

Subscript "¢":  Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d":  Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guldance of biopsy.
Subscript "e”: Includes imaging for guidance of transrectal biopsy.

Subscript "f'1  Includes imaging for gnidance of transvaginal biopsy.

Subscript "g"  For pediatric patients.

Subscript "h"  Includes imaging for guidance of transrectal biopsy.

PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDETD)
Concurrence of CDRH, Office of Device Evaluation (ODE})

(Divisi(y‘ Sign'Of%

Division of Reproductive, Abdominal, ENT,
and Radioclogical Devices

510¢k) Number: V’\ \ LD L] q\

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer:  EUP-1.75

Intended use' Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M | PWD | CWD Color Combined* |  Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
Ophthalmic |Ophthalmic
Fetal
Abdominal Pa Pa Pa Pa Pa Pa

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic
Pediatric P p P P P - P
Small Organ (Spec.) Pd | Pd | Pd Pd Pd Pd

Neonatal Cephalic

Fetal Imaging fJAdult Cephalic

& Other |Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card )

Musculo-skel. (Convent.) P P P P P P
Musculo-skel. (Superfic) | P P P P P P
Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.)

Peripheral [Peripheral vessel P P p P P P

Vessel Other (spec.)

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
. **Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,
Real Time Virtual Sonography

Additional Comments:
Subscript "a" _Includes imaging for guidance of percutaneous biopsy of abdeminal organs and structures

{including amniocentesis).

Subscript "b™ Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures),

Subscript "c¢" Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d":  Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subseript "e". Includes imaging for guidance of transrectal biopsy.

Subscript "f":  Includes imaging for guidance of transvaginal biopsy.

Subscript "g".  For pediatric patients.

Subscript "h": Includes imaging for guidance of transrectal biopsy.

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NERDED)

Concurrence of CDRH, Office of Device Evaluation (ODE}

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k} Number: V\ \\ O (.77 - b

Prescription Use {Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-LV74

Intended use! Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Climical Application Mode of Operation -
General Specific B M | PWD|CWD Color Combined* Other**
(Track I only) {Tracks I & 11D Doppler {Spec.) {Spec.)
Ophthalmic |Uphthalmic
Fetal
Abdominal P P P P P P

Tntra-operative {Spec.)

Tntra-operative (Neuro.}

Laparoscopic
Pediatric P P P P P P
Small Organ {Spec.) Pc | Pc P Pc Pc Pe

Neonatal Cephalic

Fetal Imaging |[Adult Cephalic

& Other Trans-rectal-

Trans-vaginal

Trans-urethral

Trans-esoph. tnon-Card.}

Musculo-skel. (Convent.} P P P - P P P
Musculo-skel. (Superfic.) P P P P P P
Intra-luminal '

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal {card.)

Other (spec.)

Peripheral |Peripheral vessel P P P P P P

Vessel Other {spec.)

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
** Amplitude Doppler (Color Flow Angiography), 3D Imaging, 4D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

Subscript "b".  Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).

Subscript "¢’ - Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d"  Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e" Includes imaging for guidance of transrectal biopsy.

Subscript "f"*  Includes imaging for guidance of transvaginal biopsy.

Subscript "g":  For pediatric patients.

Subscript "h":  Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE QN ANOTHER PAGE IF NEEDED)
Concurrence of CDRE, Office of Device Evaluation (ODE)

Division of Reproddctive, Abdominal, ENT,
and Radiological Devices

510(k) Number: ]l\\ \ O Lo’]/?) :

Prescription Use (Per 21 CFR 801.109)



System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Ascendus

EUP-O53T

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human bedy as foliows:

Clinical Application

Mode of Operation

General
(Track I only)

Specific
(Tracks I & I1D)

B

M

PWD

CwD

Color
Doppler

Combined*
{(Spec.)

Other**
{Spec.)

Ophthalmic

Ophthalmic-

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative {(Spec.)

Pb

Pb

Pb

Pb

Pb

Pb

Intra-operative {Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel, (Superfic.)

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.)

Peripheral
Vessgel

Peripheral vessel

Other (spec.)

N = new indication. P = previously cleared

in K093466

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Addittonal Comments:
Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

Subscript "a™

(including amniocentesis).

Subscript "b":

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "¢

Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d™

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e™

Includes imaging for guidance of transrectal biopsy.

Subscript "™

Includes imaging for guidance of transvaginal biopsy.

Subscript "g":

For pediatric patients.

Subscript "h™

Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number: V‘\ WO D™

Preseription Use (Per 21 CFR 801.109)




DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
" System: HI VISION Ascendus
Transducer:  EUP-O54J

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation

General Specific B M | PWD| CWD Color Combined* | Other**

(Track I only) (Tracks I & I1I) Doppler (Spec.) (Spec.)
Ophthalmic JOphthalmic .

Fetal

Abdominal

Intra-operative (Spec.) Pb Pb { Pb Pb Pb Pb

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Fetal Imaging [Adult Cephalic

& Other [Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. {Convent.) | P P P P P P
Musculo-skel. {(Superfic.) P P P P P P
Intra-luminal

Cther (spec.)

Cardiac Adult

Cardiac Cardiac Pediatnc

Trans-esophageal (card.)

Other {spec.)

Peripheral [Peripheral vessel P P P P P P

Vessel Other {spec.)

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 31) Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a”:  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

Subscript "b"  Includes imaging of organs and structures exposed durmg surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "c"’  Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d"" Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e":  Includes imaging for guidance of transrectal biopsy.

Subseript "f':  Includes imaging for guidance of transvaginal biopsy.

Subscript "g":  For pediatric patients.

Subseript "h"' Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)}
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reprodudtive, Abdominal, ENT,
and Radiological Devices

510{k) Number: \'L\ \\ DLD—] 3

Prescription Use (Per 21 CFR 801.109)



System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Ascendus

EUP-0733T

Intcndedﬂusei Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Operation

General
(Track I only)

"Specific
(Tracks I & III)

B

M

PWD

CWD

Color
Doppler

Combined*
{Spec.)

Other**
(Spec.)

Ophthalmic

Ophthalmic

Fetal

Abdominal

Intra-operative {(Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ {Spec.)

Neonatal Cephalic

Fetal Imaging

Adult Cephalic

& Other

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.}

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card.)

Other {spec.)

Peripheral
Vessel

Peripheral vessel

Other (spec.)

N = new indication. P = previously cleared

in K093466

*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler {Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:

Subscript "a": _Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis).
Subseript "b™ _Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "c™

Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d™

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e”

Includes imaging for guidance of transrectal biopsy.

Subscript "f":

Includes imaging for guidance of transvaginal biopsy.

Subscript "g"

For pediatric patients.

Subscript "h": ]

Includes imaging for guidance of transrectal biopsy.

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (QDE)

Division of Reproducdtive, Abdominal, ENT,

and Radiological Devices

510(k) Number: V\ \ \ 0O Lp(\ 2)

Prescription Use (Per 21 CFR 801.109)




DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-OL334

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General - Specific B M [ PWD|CWD Color . | Combined* | Other**
{Track I only) (Tracks I & 1D Doppler {(Spec.) (Spec.)
Ophthalmic [Ophthalmic
-IFetal
Abdominal

Tutra-operative (Spec.)
Tntra-operative (Neuro.)
Laparoscopic P P P P P P
Pediatric
Small Organ (Spec.)
Necnatal Cephalic
Fetal Imaging {Adult Cephalic

& Other  |Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. {(Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal (card.)
Other (spec.}

Peripheral {Peripheral vessel

Vessel Other (spec.)

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Commeénts:

Subscript "a":  Includes imaging for gnidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis).

Subseript "b"!  Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).

Subscript "¢”’  Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d""  Includes thyroid, parathyroid, breast, serotum, penis and imaging for guidance of biopsy.

Subscript "e"’  Includes imaging for guidance of transrectal biopsy.

Subscript "f"°  Includes imaging for guidance of transvaginal biopsy.

Subscript "g": For pediatric patients.

Subscript "h":  Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDEDE

Concurrence of CDRH, Office of Device Evaluation (ODE)

PN, S kY

(Divi?‘on Sign-Offy *
Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510{l) Number: ]}\ WOLTH

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-R54AW-19, -33

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application ~ Mode of Operation
General Specific B M |[PWD]|CWD Color Combined® | Other**
(Track I only) (Tracks I & III} Doppler {Spec.) (Spec.)
Ophthalmic JOphthalmic
Fetal
Abdominal

Intra-operative {Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Fetal Imaging JAdult Cephalic

& Other  [Trans-rectal P P P P P P

Trang-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. {(Superfic.)

Intra-luminal

Other (spec.}

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (card.)

Other (spec.)

Peripheral {Peripheral vessel

Vessel Other (gpee.)

N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography

Additional Comments:
Subscript "a". Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

{including amniocentesis).

Subscript "b": _Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).

Subscript "¢":_Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": _Includes imaging for guidance of transrectal biopsy.

Subscript "f":  Includes imaging for guidance of transvaginal biopsy.

Subscript "g"  For pediatric patients.

Subscript "h": _Includes imaging for guidance of transrectal biopsy.

(PLEASE DQ NOT WRITE BELOW THIS TINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reprodfictive, Abdominal, ENT,
and Radiological Devices

510{k) Number: \j\ \\ U Lﬂq ’___-))

Prescription Use (Per 21 CFR 801.109)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: -  HI VISION Ascendus
Transducer:  EUP-S50A

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M | PWD|CWD Color Combined® Other*™
{Track I only} (Tracks [ & 11D Doppler {Spec.) (Spec.)
Ophthalmic |Ophthalmic
Fetal P P P P P P P
) Abdominal Pa Pa Pa Pa Pa Pa Pa

Intra-operative {Spec.)
Tntra-operative (Neuro.) .

Laparoscopic
Pediatric P P P P P P P
Small Organ (Spec.}
Neonatal Cephalic
Fetal Imaging JAdult Cephalic P P P P P P P

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.) ‘

Cardiac Adult P P P P P P- P

Cardiac Cardiac Pediatric P P P P P P P
Trans-esophageal (card.)
Other (spec.)
Peripheral |Peripheral vessel P P P P P P P

Vessel Other (spec.)
N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler Imaging

Additional Comments:
Subscript "a":  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
{(including amniocentesis). j
Subscript "b"  Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures),
Subscript "¢": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d” Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e":  Includes imaging for guidance of transrectal biopsy.
Subscript " Includes imaging for puidance of transvaginal biopsy.
Subscript "g":  For pediatric patients.
Subscript "h":  Includes imaging for guidance of transrectal biopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of ReprodActive, Abdominal, ENT,
and Radiological Devices
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer:  EUP-S52

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows!

Clinical Application Mode of Operation
General Specific B M |PWD|CWD Color Combined* |  Other**
{Track I only) (Tracks I & ITI) Doppler (Spec.) (Spee.)
Ophthalmic [Ophthalmic
Fetal
Abdominal

Intra-operative (Spec.)
Intra-operative (Neuro.}

Laparoscopic

Pediatric P P P P P P P
Small Organ {Spec.) Pc Pe Pc Pc Pc Pe Pc
Neonatal Cephalic

Fetal Imaging |[Adult Cephalic
& Other |Trans-rectal
Trans'vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel, (Superfic,)
Intra-luminal
Other {(spec)
Cardiac Adult
Cardiac Cardiac Pediatric P P P P P P P
Trans-esophageal (card.)
Other {spec.)
Peripheral |Peripheral vessel

Vessel Other {spec.}
N = new indication. P = previously cleared in K0934686 ]
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler imaging

Additional Comments:

Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis).

Subseript "b": _Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).

Subscript "¢": Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e":  Includes imaging for puidance of transrectal biopsy.

Subscript "f** _Includes imaging for guidance of transvaginal biopsy.

Subscript "g"  For pediatric patients.

- Subscript "h**  Includes imaging for puidance of transrectal biopsy.
PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-870

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation
General Specific B M | PWD| CWD Color Combined® | Other*
(Track I only) (Tracks I & III) -Doppler {Spec.) {Spec.)
Ophthalmic [Ophthalmic
Fetal P P p P P P P
Abdominal P P P P P P P

Intra-operative (Spec.)
Intra-operative (Neuro.)
Laparoscopic
Pediatric P. P P P P P P
Small Organ (Spec.}
Neonatal Cephalic
Fetal Imaging JAdult Cephalic P P P P P P P
& Other |Trans-rectal
Trans-vaginal .
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. {Convent.)
Musculo-skel. (Superfic.)
Intra-luminal -
Other {spec.)

Cardiac Adult P P P P P P P
Cardiac  [Cardiac Pediatric P P P P P P P
Trans-esophageal (card.)
) . Other (spec.)
Peripheral [Peripheral vessel P P P P P P P

Vessel Other (spec.)
N = new indication. P = previously cleared in K093466
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler {Color Flow Angiography), 3D Imaging, Tissue Doppler Imaging

Additional Comments:
Subscript "a":  Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
{including amniocentesis).
Subscript "b"  Includes imaging of organs and structures exposed during surgery
{excluding neurosurgery and laparoscopic procedures).
Subscript "¢" _ Includes thyroid, parathyroid, breast, scrotum, penis.
Subacript "d"  Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e":  Includes imaging for guidance of transrectal biopsy.
Subscript "' Includes imaging for guidance of transvaginal biopsy.
Subscript "g"t  For pediatric patients.
Subscript "h"'  Includes imaging for guidance of transrectal biops
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproduttive, Abdominal, ENT,
and Radiclogical Devices
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer: EUP-872

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application ‘Mode of Operation
General Specific B M [ PWD|CWD Color Combined* Other**
{Track I only) (Tracks I & III} Doppler {Spec.) {Spec.)
Ophthalmiec |Ophthalmic
Fetal
Abdominal P P P P P P P

Intra-operative (Spec.)
Intra-operative (Neuro.)

Laparoscopic

Pediatric P P P P P P P
Small Organ (Spec.)

Neonatal Cephalic P 3 P P P P P

Fetal Imaging |Adult Cephalic
& Other |Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal

Other (spec.)
Cardiac Adult P P P P P P P
Cardiac Cardiac Pediatric P P P P P P P

Trans-esophageal (card) |
Other (spec.)
Peripheral |Peripheral vessel
Vessel Other (spec.)
N = new indication. P = previously cleared in K(93466
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.

**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Tissue Doppler imaging

Additional Comments:

Subseript "a" Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis).

Subseript "b": _Inecludes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).

Subseript "¢":  Includes thyroid, parathyroid, breast, serotum, penis.

Subscript "d" Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": Includes imaging for guidance of transrectal biopsy.

Subscript "f"" Includes imaging for guidance of transvaginal biopsy.

Subscript "g":  For pediatric patients.

Subscript "h": _Includes imaging for guidance of transrectal biops

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510{(k) Number: )H \ \ b Lo’} 3

Prescription Use (Per 21 CFR 801.109)



System:
Transducer:

DIAGNQSTIC ULTRASQUND INDICATIONS FOR USE FORM
HI VISION Ascendus
EUP-U533

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Fetal Imaging
& Other

Clinical Application Mode of Operation
General Specific B M | PWD| CWD Color Combined* | Other**
(Track I only) (Tracks I & III} Doppler {Spec.) {Spec.)
Ophthalmic |Ophthalmic
Fetal
Abdominal

Intra-operative (Spec)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Adult Cephalic

Trans-rectal Ph Ph Ph Ph Ph Ph

Trans-vaginal

Trans-urethral

ITrans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric
Trans-esophageal (card.)
Other (spec.)
Peripheral ]Peripheral vessel
Vessel Other (spec.)

N = new indication. P = previously cleared in K093466

*Combination of each operating mode, B, M, PWD and Color Doppler.

**Amplitude Doppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,
Rea! Time Virtual Sonography

Additional Comments:

Subscript "a™

Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis). .

Subscript "b":

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subseript "¢™

Includes thyreid, parathyroid, breast, serotum, penis.

Subscript "d™

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e":

Includes imaging for puidance of transrectal biopsy.

Subscript "'

Includes imaging for guidance of transvaginal biopsy.

Subscript "g":

For pediatric patients.

Subscript "h": Includes imaging for guidance of transrectal biopsy.

PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

TV Nan Sl

(Divisigh Sign-Off)
Division of Reproductive, Abdominal, ENT,
and Radiological Devices
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus
Transducer:  EUP-V53W

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation .
General Specific B ™M | PWD] CWD Color Combined* | Other**
{Track I only) {Tracks I & III) Doppler (Spec.) (Spec.)
Ophthalmic [Ophthalmic
Fetal . P P P P P P.
Abdominal

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Fetal Imaging |[Adult Cephalic

& Other [Trans-rectal Pe Pe Pe Pe Pe Pe

Trans-vaginal Pf Pf P{ Pf Pf Pf

Trans-urethral

Trans-esoph. (non-Card.}

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminai

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

. [Trans-esophageal {card.)

Other (spec.)

Peripheral [Peripheral vessel

Vessel Other (spec.)

N = new indication. P = previously cleared in K093466

*Combination of each operating mode, B, M, PWD and Color Doppler.

**Amplitude Deppler (Color Flow Angiography), 3D Imaging, Real Time Tissue Elastography,
Real Time Virtual Sonography

Additional Comments:
Subseript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

{including amniocentesis).

Subscript "b"_ Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "¢": Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d™ Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": Includes imaging for guidance of transrectal biopsy.

Subscript "f" Includes imaging for guidance of transvaginal biopsy.

Subscript "g"'  For pediatric patients,

Subseript "h": _Includes imaging for guidance of transrectal biopsy.
EELEASE DO NOT WRITEE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED]}

Concurrence of CDRH, Office of Device Evaluation (ODE)

TV N, S At

{Divisigh Sign-Off)
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. DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION Ascendus -
Transducer: EUP-VV531

Intended use’ Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows!

Clinical Application Mode of Operation
General Specific B M | PWD| CWD Color Combined* { Other**
(Track I only} {(Tracks 1 & I} . Doppler {Spec.) (Spec.)
Ophthalmic {Ophthalmic
Fetal P P P P P P
Abdominal :

Intra-operative (Spec.)
Intra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.)
Neonatal Cephalic
Fetal Imaging [Adult Cephalic

& Other [Trans-rectal P P P P P P
Trans-vaginal : P P P P )3 P
Trans-urethral
Trans-esoph. {non-Card.)
Musculo-skel. (Convent.}
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal {card.)
Other (spec.)

Peripheral {Peripheral vessel
Vessel Other (spec.)

N = new indication. P = previously cleared in KG93466 .
*Combination of each operating mode, B, M, PWD and Color Doppler.
**Amplitude Doppler {Color Flow Angiography), 3D Imaging, 4D imaging

Additional Comments: ! .
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures
(including amniocentesis).
Subscript "b""  Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).
Subscript "¢ Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d™  Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e":  Includes imaging for guidance of transrectal biopsy.
Subscript "f'!  Includes imaging for guidance of transvaginal bicpsy.
Subscript "g":  For pediatric patients.
Subscript "h™> Includes imaging for guidance of transrectal biopsy.

PLEASE DO NOT WITE BLOW THIS LINE-CONTINUE ON ANOTHER PAGE JF NEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices
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System:
Transducer:

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

HI VISION Ascendus

EUP-VV731

Intended use’ Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application

Mode of Operation

(General
(Track I only)

Specific
(Tracks I & III}

B M

PWD

CWD

Color
Doppler

Combined*
(Spec.)

Other**
(Spec.)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

P

P

Abdominal

Intra-operative (Spec.)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (Spec.)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (card.}

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Other (spec.)

N = new indication. P = previcusly cleare
*Combination of each operating mode, B, M, PWD and Color Doppler.

**Amplitude Doppler {Color Flow Angiography), 3D Imaging, 4D imaging

Additional Comments: .
Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

Subscript "a"

in K093466

(including amniocentesis).

Subscript "b":

Includes imaging of organs and structures exposed during surgery

{excluding neurosurgery and laparoscopic procedures).

Subscript "c™

Includes thyroid, parathyroid, breast, scrotum, penis. .

Subscript "d":

Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e™

Includes imaging for guidance of transrectal biopsy.

Subscript "M

Includes imaging for guidance of transvaginal biopsy.

Subscript "g"

For pediatric patients.

Subseript "h": _Includes imaging for guidance of transrectal biopsy. )
{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices
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